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July 27,2015

Mr. Mark Wejkszner
Pennsylvania Department of Environmental Protection
2 Public Square

Wilkes-Barre, PA 18711-0790 RECEIVED

Enforcement Programs Section (3AT 13) JUL 29 2015
USEPA, Region 111

1650 Arch Street , , v s
Philadelphia, PA 19103-2029 Air Protection Division

Re: Submittal of 40 CFR Part 63.10(e)(3)(i) and (vi)
Summary Report — Excess Emissions and CMS Performance Report
For Units Subject to 40 CFR Part 63, Subpart O
For the period of Jan. 1, through June 30, 2015
B. Braun Medlical, Inc., Allentown, Pennsylvania

Dear Sirs:

B. Braun Medical Inc. (B. Braun) operates a surgical and medical instrument apparatus manufacturing
facility in Allentown, Pennsylvania. The B. Braun facility operates pursuant to the permit application
shield provisions of Title V Operating Permit Number 39-00055, which was issued on January 13,
2010 and expired on January 13, 2015. A timely and complete Title V Renewal Application was
submitted on July 9, 2014.

As required under the NESHAP for Ethylene Oxide Emission Standards for Sterilization Facilities
(40 CFR Part 63, Subpart O), B. Braun Medical, Inc. (B. Braun) is submitting the attached completed
semi-annual summary report in accordance with the requirements of 40 CFR 63.366 and 40 CFR
63.10(e)(3)(i) and (vi). As detailed at §63.10(e)(3)(vii), the total duration of excess emissions or
process control system parameter exceedences for the reporting period was less than 1 percent of the
total operating time and the CMS downtime for the reporting period was less than 5 percent of the
total operating time for the reporting period. Therefore, the full excess emissions and CMS
performance reports are not required to be submitted for this reporting period.
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If you have any questions or require additional information please do not hesitate to contact me at
(610) 596-2584.

David R. Lauer _
Environmental Health and Safety Manager, PA Operations

cc: Enf. Programs Sec.
Ryan Johnson — B. Braun Medical, Inc.
Lindsey W. Kroos — All4 Inc.
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SUMMARY REPORT —EXCESS EMISSIONS AND CONTINUOUS MONITORING
SYSTEM PERFORMANCE

1.0 Name and Address (physical location) of the Source (40 CFR 63.10(e)(3)(vi)(A)):

B. Braun Medical, Inc.
901 Marcon Blvd.
Allentown, PA 18109

2.0 Identification of Each HAP Monitored at the Source (40 CFR 63.10(e)(3)(vi)(B)):
40 CFR Part 63, Subpart O requires control of ethylene oxide. Direct emission monitoring is not
mandatory for ethylene oxide regulated in the standard. As a result, Continuous Parametric Monitoring

Systems (CPMS) are specified in the standard to be used as a surrogate for measurement of HAPs. The
following table describes the regulated HAPs, along with the required monitoring variable surrogates:

TABLE 2.1: REGULATED HAPS AND ASSOCIATED PARAMETRIC MONITORING VARIABLES

Type of
I;AP o Other Monitored Variables Citation Monitoring
equirement
System
Ethylene Glycol Concentration
Elhylel'[e OXide or SCrleber Tank Le\-"el 63364(b) CPMS
Oxidation Temperature 63.364(c) CPMS

3.0 Reporting Period (40 CFR 63.10(e)(3)(vi)(C)):
The reporting period covered by this report is from January 1 through June 30, 2015.
4.0 Description of Process Units (40 CFR 63.10(e)(3)(vi)(D)):

B. Braun is located in Allentown, Pennsylvania in Lehigh County. The Allentown facility manufactures
surgical and medical instruments that are sterilized during the manufacturing process. Aside from
ancillary equipment regulated by the facility’s TVOP, and other small insignificant sources, the
manufacturing process itself is not a source of air emissions. The sterilization procedure utilizes ethylene
oxide (ETO) within a sterilization chamber. B. Braun maintains eight (8) ETO sterilization chambers
(Units 101 — 108), which operate on a batch-cycle basis. From each sterilization chamber, the sterilized
devices are directed to a common aeration chamber or room (Unit 110). The sterilization chambers and
the aeration chamber are regulated by 40 CFR Part 63, Subpart O (Ethylene Oxide Emission Standards
for Sterilization Facilities) and vented to emissions control equipment. Each sterilization chamber is
equipped with a vacuum pump. During the course of each cycle, the vacuum pump pulls the gas stream
containing ETO from the sterilization chamber to a common Deoxx unit, which employs a wet scrubbing
technique for treatment of ETO emissions and achieves a 99% emission reduction. Once the majority of
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the gas stream has been sent to the Deoxx unit, a small amount of residual, low concentration ETO gas is
vented from the rear chamber exhaust vent of each sterilizer and exhausted to atmosphere through a
common stack in accordance with 40 CFR §63.362(a). ETO emissions from the aeration chamber are
routed to the Donaldson Catalytic Oxidizer, which utilizes a catalyst in conjunction with oxidation to
control ETO emissions and achieves a 99% emission reduction or maintains an outlet ETO concentration
of less than or equal to 1 ppmv in accordance with 40 CFR §63.362(d).

5.0 Emission and Operating Parameter Limitations Specified in Standard
(40 CFR 63.10(e)(3)(vi)(E)):

The applicable emission limitations for sterilization facilities are detailed in 40 CFR 63.362 and are
provided in Table 5.1 below.

TABLE 5.1: SUBPART O STANDARDS FOR B. BRAUN

Pollutant Limit

Ethylene Oxide (Sterilization Chamber Vent) 99% emissions reduction

99% emissions reduction or 1 ppmv, whichever is

Ethylene Oxide (Aeration Room Vent) less stringent

The operating parameters required to be established under the Subpart O MACT standards are detailed at
40 CFR 63.364. The limitations for these parameters are required to be established during the
performance testing in accordance with the requirements at 40 CFR 63.365 and the site specific
performance test plan.

6.0 Monitoring Equipment Manufacturer and Model Number (40 CFR 63.10(e)(3)(vi)(F)):

Refer to Table 6.1 and Table 6.2 for the monitoring equipment manufacturer and model number.

TABLE 6.1: DEOXX UNIT MONITORING EQUIPMENT MANUFACTURER, MODEL NUMBER, AND
LATEST CERTIFICATION DATE

AR ] il t 1 A% Date of Last
‘Monitored Variables 'Mamiﬁpmen . Model Number ~ CMS Audit or
Ethylene Glycol Concentration | C°mtract laboratory N/A June, 2015
Service
Scrubber Liquor Level In house measurement N/A June, 2015
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TABLE 6.2: DONALDSON CATALYTIC OXIDIZER MONITORING EQUIPMENT MANUFACTURER,
MODEL NUMBER, AND LATEST CERTIFICATION DATE

Equipment Date of Last
Monitored Variables Model Number CMS Audit or
Manufacturer Certification
Oxidation Temperature Wonder:ware Safe N/A March, 2015
System

*The oxidation temperature is measured by a Minco thermocouple that is wired to an Allen Bradley PLC.
This PLC input signal value is available for display on the Wonderware InTouch operator screens and
within the Wonderware InSQL historian system.

7.0 Date of Latest CMS Certification or Audit (40 CFR 63.10(e)(3)(vi)(G)):

Please refer to Tables 6.1 and 6.2 for the date of the latest CMS certification or audit.

8.0 Total Operating Time for Each Source (40 CFR 63.10(e)(3)(vi)(H)):

Please refer to the attached emission data (Attachment 1) and CMS performance summaries (Attachment
2):

9.0 Emission Data Summary (40 CFR 63.10(e)(3)(vi)(I)):

The emission data summary for this reporting period is provided in Attachment 1 of this report.
10.0 CMS Performance Smﬁmaxy (40 CFR 63.10(e)(3)(vi)(J)):

The CMS performance summary for this reporting period is provided in Attachment 2 of this report.

11.0  Description of Changes in CMS, Processes or Controls Since Previous Reporting Period
(40 CFR 63.10(e)(3)(vi)(K)):

No changes in the CMS, process, or controls have occurred since the previous reporting period.
12.0  Certification and Report Date (40 CFR 63.10(e)(3)(vi)(L) and (M)):

[ certify, based on a reasonable inquiry of the persons responsible for preparing this semi-annual report
that the information provided is, to the best of my knowledge and belief true, accurate, and complete.

L A AL O

Rex Boland
Vice President/General Manager, PA Operations

Report Date: 7’02 s 75




Attachment 1
Summary of Excess Emissions



6577097 i(popad awy | 1was sad 1)

awy |, dunesad nup JanpixQ Jn4[eIe) UosplEUo

“paurad Fuy 2 Suunp ) Sunessd b3 (01003 (e ) Sod SCHUMOP IOHUOL 10 SUOISSILES 553203 JO UOTRITP (€501 S| U0 Pastq | SR U7 sapuow puE SEOMIT $830%3 (MANENNO L E9E 43d 1y
({295 £5] SHa43 wonsungrEyy Surinp e 10U O SLLI] 4) B [343] PIYSANY WOdIY BOSSTUIZ SS9 1Y %1 PUE LONEIP [FI0) SUOISSIRIE SFXE 3 PIENO) PIIUIO3 10U AU SIS UOMSUTIFY {4 psOED SUOMIAN
. 43T UONUTTETY 0 unopinyg ‘dnueg
€ JO 1S ¥ JON S3MUSPAAONT JO MO
oN 00 A T ST A D s T x I paiesdo o
. ; . - pawojo.| 51 IITIPRIO JULIEVED UM Lo Sop gLt aumesadius ] UOREPRE)
VN viN i VIN VIN \ N TN T S ST o e i pn i 4 ST L UONFPIXQ) whmmily
— — — —- “IIW0YS 30 $IO[RA ANUIL-G]
. panofiod
) { v .
VIN VIN ™ YN YiN ViR SEA URLd JNSS MM FIUAAT JO uopRIng
%l ()
UEY) 18I0 suopssiuy () () () () auif,
suopssjuy §520%7 JO asne) asni) uopaunyegy | uondunyEgy (upu) Surusaay T IqEHBA PAI0j[UCIy
s530% Suogssyy uopeingg uMmouyu[} umory Imby linby pings
07, Y} 5| (qny ST % wog FETTITY) PO §520044 1043u0)) a0 dnpamg

Adwmung suoISSImy 80X

[sanurm] ggppoz = wy ], SunesndQ RaN0g Uy PZPIXO INATBIED uospieucqy

[ # aWyIEny

SI0Z/0€/9-STOT/T/10 ‘poLIdd m—.—mton—om 0] %.—NEF:-W UIPINXY Jjwesed LOVIA

Vd ‘UMOJUd[[V - *dU] [BIPIJA unelq ‘g

(Jud A WO0Y UONRIIY) J1u() JIZIPIX( dNJA[e)e) uospjeuo(




0v0'092 y(pouad awn enune-jwas 1ad sanurw)

auny, SupesadQ j1un XX0Id

‘pousd Susodas sy Suunp awn Sunesado jwawdinba januos o)y sad

P IGHLIOL 1O SUGISSTIUS $539%3 JO UOUTINP [R10) 3Ll UO PISE] PAININOE SEM SLNLMOD Jojiuow pus

539033 (A)(gN)01 €98 2d ¢
[(@)z9¢ €9) s1wana vouuny ey Suunp A[dds 10U Op SIWI| 34 52 [343] PIOYSAN LI0AIY UOISSILIT SSI2XT [N %1 PUY LOUEIND [110} SUDISSTULIT SSIOX 3 PIEMO PIIUNO3 10U 2T SHUIAD LOHIUTY BN Aq pasned suoisinaxg

1U2AT] UOOIUNY[ERY JO ‘umopinys ‘dnurelg
L ©J0 1jnsey B JON $35UapasOXT JO UOHING
oN 000 i 43 RS | e s SRR I: d
) i : : : P pasmojod | si saqqnuas uaym sayoul 9z 1 [2A2] sonbi] JAGQIIS WNWIXERY
i Ao e b Al i ON S5y ¥l INS'S 2594 S1uaag Jo uonem| ypam s2d 930
. i e il il s it o
VIN VIN VIN ¥IN VIN ¥IN T T EE%_S__E_: o
%! (upw)
uBy) 12810 suoissiu g (uw) (u1u) (urw) A, Jwil g JqEHEA PIIOUOY
SuoIsSImT §520x7 Jo IwNEB) AINE) uonaunjey | nogdunjE A () Suideiaay ! A :
ssaaxy Suojssyy uonEIn( nmomju) uMouy| ywawdmby | ywawmdinby | usopinys
o/, 31 ST (q 5599XE % €L DYPO PO $520044 [043u0y) 10 dnjaw)g

Algwung suoissimy §sIXF

[sanunm] 009z = Wi, Superad 3anog Nup onm_ﬁ_

[ # JuduIyBny
ST0Z/0€/9-ST0T/1/10 :polidg Suniodoy 10§ Arewming 53uapaddxy JdpRpweted LIVIN

Vd ‘UMOJUR[[V - *ou] [BIIPIJA uneaq g
(Qua Jaquiey) uoneZI[LIAg) NuN XXOAd



Attachment 2
CMS Performance Summaries
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